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u 8 NUCL4 A 2 0 t f ukATORY COMMISSION
'T 19 Ebl (PPROVtJ 0V ORES -10 CFR 30,22. 33. 34, '

APPLICATION FOR' MATERIAL LICENSE
8 tt0 0 t20

t? wa 40 se. ee s mi
;-

4
5 ledSTRUCTIONS: SEE THF APPHOPRI ATE LICLNbt APPLICATION GUIDE 70H Oti AILED INST RUCTIONS FOR COMPLE TING APPLICATION $lNO TWO COPIES

{ OF THE ENTIRE COMPLETED APPLICAllON 10 IHL NHC Of FICL SPECifILD BE LOW
4

,'

PEDERAL ActNCIES FILE APPUCATiONE WITH. IF 4OU ARO LOCATED lh

U S NUCLE AR R6GULATOftY COMMihbON iL LINOIS INOtANA, 60W A, MICHIGAN, MINN880T A, MISSOURI, OMIO. OR !
q DAVIEION OF FUEL C rCLE ANO MAT 4 RIAL EAFLT Y, NM5S WISCON61N, SEND APPLICATION 8 TO,,

,; WASHINGTON DC 20666
'

W 5 NUCLE AR REGULATOHV COMMISSION. REGION iali (LL OTHER Pf R$00t$ Pale APPLICATIONS A8 FOLLOWS,if You ARS MATT MIALS LICGNSING $$f 7aON
LOCAT ED IN: 799 ROOStVELT ROAD

. GLEN 6LLYN. IL 50137
j CONNECTICUT. DELAWARE . DISTRICT OF COLUMaia MAsNL MAnvLAND

= MA&5ACHU$ETTE. NEW HAMP& HIRE NE W JEREG T NEW YORE. PtNNtVLVANIA. ARK ANEAS. COLOR ADO. lDAHD K ANEA5. LDutSIANA. MONT ANA, NEGRA&E A,
RHOOE ISLAND, OR VtflMONT, SEND APPLICAliONE TO NEW Me alCO, NORT H DAKOT A, OK LAHOMA, SOUTH DAKOT A. TEXA&. UT AN,

U S. NUCLE AR HFGULATORY COMMISSION P!GION 6
NUCLE AR MATLHIAL StCTION B U $ NUCLE AR MtGULATORY COMMISSION MEGION 6V
S31 PARK AVf Nut MATERIAL RADIATION PHOTkCTION 5tCTION
KING OP PMut.664, PA 19406 - Sil M V AN FL AZ A DRIV 8, SutT E 10u0

4 AHLINGTON 15 76011
(LASAMA, FLORIDA, GEORGIA K ENTuCK Y, MISS191sPPl. NORTH CAltOLIN A,
PUERTO RICO, SOUTH CAROLINA. T ENNESSEE, VIRGiNI A, VIROIN ISLANOS, OR AL ALa A, ARi2ONA, CALIFORNSA. Hawall. Nf VADA, OREGON. WA6HINGTON.
WGST VIRGINIA,stND APPLICATION TO ANO U.S. TIRAITORet8 AND PO6848SION5 PN YME PACIFIC, SAND APPLICATION

U S NUCLE AR ME GULATORY COMMs55 TON. Ht GaON il
MATERI AL MADI AllON PROT 6CTION atCTION U s NuCL& AR REGuLA TORY COMM15610N NEGION V

*

101 MARitTT A STritiT SulTt 2900 MAf t RIAL RADIATION PROF tCTION SSCTION,
- ATLANT A, GA 30323 '

INALNUT CHtEE.CA 94696
14bO MARIA LANE suite 210 ,

.
.

persons LOCATaOIN AoRasut&T states stND APPuCATiONs TO iMa U s NuctEAR RaoutATORv COMMISSION Oc v af THav WisH TO POssalia AND uSs LacsNasD mAtsRaAL
IN ST ATE 8 suRJECT TO U.E NUCLE AR Rt CUL ATOR V COMMI56 SON JURISDICTION.

] mig R$ AN APPuCATION FOR ICneca espressesse nom / 2 NAME AND MAILING ADDHLES OF APPLICANT f8aciese tip CSSel

Mar mount Hospital
-

A. NEW uCENsi

123 0 WCracken Rd.e AMaNOMkNT TO LiCENii huMHaH*

{ c. R =iW4L O, uCshst NuunH .31aQS3 e.n 1 Garfield Heights, OH 44125 / s

3. ADDRissitSI WHENE LiCENEE D MAYtRIAL WILL Bt USE D OR PO5$thhtD "

*
<

8904050374 880401 iSAME REG 3 LIC30
34-05382-01 PNU ,

e
.

4 NAMG OF PERSON TO SE CONTACTED ABOUT THis APPLICATION TELEPHONE NUMptM

Vincent A. Garcaro, Universal Consultants, Inc. 216 327-9432
SUSMIT ITEMS 6 THROUGH 11 DN 84 a ll' PAPE H THE T YPt AND SCOP 4 OF iNFORMATION 10 D{ PROViOLD e5 DEECRIStD IN THE LIC4NSE APPL 6 CATION GueDk,

,

S. RADIOACTIVE MATERsAL
e isement and meu numt r, b chemical anosce phys.cee foem, and a mes. mum amount 6 PURPOstiu FOR WHICH LICENS$D MAT 4MIAL WILL DE U580.ashech wetll he ponessee el any one same

' ' * H '
TRAINI G POft sNDIV10uALS WOmntNG IN OR FREQUENTING RESTRICTED ARE AS.ThalN NG PE E C

9. FACluTitt AND kUUIPMENT. 10. RADIATION 6AFETY PROGRAM.
*

12 LICENJ68 Ft&& tsee 80 CF A f /0 ens &acreen #10 Ju e

n WA TsuANAGEMeNT 7e pcA',,, 580.00Qu
,,,c,,,,,,,

la CERTIFICATION he se sempsesed er apaesscens/ THk APPLICANT UNDE N5T ANDS THAT ALL ET ATEMtNTS AND REPR4EENT ATIONS teADE IN THis APPLICAflON AHg
,

BINDING UPON THE APPLIC ANT

THE APPLICANT AND ANY Of FICIAL E R ECUTING THIS CLR TIFIC ATION ON Rt HALF OF THE APP 5,6 CANT. NAMED IN ITEM 2 C6HisF Y THAT THIS APPLICATION 15
PREPAREO tN CONF ORMsTV WITH tit LE 10. CODE OF FLDtRAL H6GUL ATION6 PARTS 30,32. 33. 34. 36. AND 40 AND THAT ALL INFORMAYBON CONT AINED HER61N,
i& TNut AND CORRICT TO THE SE5T OP THilH hF.OWLEUGt AND delit F
WAMNtNG ts u 8 t stCTeo.g 100 ACT OF JUNE 26 19e4 tr/ $7 AT 749 mas tS IT A CRiWsN AL OFFIN58 Td MAKE A WILLFuLLt F AL5181 Af tM4NT OR REPHkbENT ATION
TO ANY DEPARTMtNT OR AGENCY OF THk uNITkD $f ATLS As TO ANY MATYtR Wif hen IT5 JUHl5 DICTION

[ T ui D+RtNu D N'"'
s GNAYume-Canilo mo O F Ckn 'i

|'"'' Presidentand Chief Executive of f. f'^'*9-9-87<d mdLM f Thomas J. Trudell '

|
, , ,e_ _ ..e

aANNu LL R1'E E WYS b NUMbt H Of LMPLOVE t h (foren sor a WOULO TOu tt WILLING TO FuMNISM CO6T INFORMATION [Jpides ereger seff Asstag)
QN ON 6M entere feedsty entiseerns sists se confescrerel ON THE ECONOMIC eMPACT OF CuMRENT NMC RtOuL ATIONE OR ANY FUTURE

6

P.R.OPO.s.t D. NRC Mt GuLAT ION 6 T HA T MA Y.AF F t.C..T YOU,P f4.me 'e n.edefdo.ses pe.rmar4C
.a. - .,,n,_ ,, n ,M . .. .e---.- - . , M,-, ~ ~ ~ >

NUM. s.m .,,Os.5600E-7 ton $ 7M-10M

$7 h iu > $10M / WE NO

g F OR NHC USE Obit V
[TYPE p eg theLOG i F f L C Af tuGHV COMutNin APPHOVt u D V

M D (? 7
t R0.gg 7 0 2. W E U E IV E D/

,
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PRIVACY ACT STATEMENT - -

I
I

.
.

. . .
. h

, Pursuant to 5 U.S.C. 552a(e)(3), enacted into law by section 3 of the Psivacy Act of 1974 (Pubhc Law 93 579), the follow-
ing statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form
313. This information is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334

'

(October 1,1975).

1. AUTHORITY: Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).
,

2. PRINCIPAL PURPOSE (Sh The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30,32,33,34,35 and 40 to determine wheder the application meets the requirements of the Atomic Energy Act of _
1964, as amended, and the Commission's regulations, for the issuance of a radioactive mater 6al license or amendment,

|~ thereof,
1

3. COUTINE USES: The informatiori may be (a) provided to State health departments for their information and use;
and (b) provided to Federal, State, and local health ollecials and other persons in the event of inc, dent or exposure,
for their information, investigation,'and protectiort of the public health and safety. The information may also be dis-

. closed to appropriate Federa; State, and local agencies in the event that the information indicates a violation or potential
violation of law and in the course of an administrative or judicial proceeding. In aud6 tion, this information may be trans- e

*ferred to an appropriate Federal, State, or local egency to the extent relevant and necessary for en NRC decision or to
an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you. .

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY ANI) EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested information is voluntary, if the requested information is riot furn-
ished, however, the application for radioactive material hcense, or amendment thereof, will not be processed A request
tt.at mformation be held from public inspection must be in accordance with the provisions of 10 Cf R 2.790. Withhold-

. ing from public inspection shall not aflect the right,if Fny, of persons properly and direct v conceined need to mspect
the document. .y

,
.

.

5. SYSTEM MANAGER (S) AND ADDRESS: U.S. Nuclear Regulatory Commis6 ion
Director, Division of Fuel Cycle and Material Safety
Of tece of Nuclear Material Setet y and Safeguards
Washmgton, D.C. 20555

.
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MARYMOUNT NRC

,By' Product Material Amount Purpose

- 5.a. Material-in 31.11 as ncaded 6.a. in Vitro testing
' '5'.b. Material in 35.100 as needed 6.b. Medical Use
,

5.c. MaterialLin'35.200 as needed 6.c. Medical Use

5.c. Material in'35.300 'as needed 6.d. : Medical Use

,

.

.

s

,

Items #5 & 6
Prepared: 8/17/87
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' AUTHORIZED USERS BY PRODUCT MATERIAL

1. NORBERT REICH, D.O. 31.11,;35.100, 35.200*

35.300

.r . .

y/ 2. - PAUL JANICKI, M.u. 131.11, 35.100, 35.200
~

35.300

1/ 3 ' FRANK E. SEIDLEMANN, D.O. 31.11,'35.100, 35.200.

.35.300

p/4.JCHRISTINE A. QUINN, M.D. 31.11, 35.100, 35.200
35.300

v'd. BYUNG-H. WOO, M.D. 31.11, 35.100, 35.200
35.300

/ 6. THOMAS HAVRILLA, M.D. 31.11, 35.100, 35.200
35.300

!

s' 7. GUY SYVERTSEN, D.O. .31.11, 35.100, 35.200
35.300

/ 8.'CLAUDIA ROZUK, M.D. 31.11, 35.100, 35.200

f '.
'

35.300

"I. CHRISTINE H. ECKHAUSER, M.D. 31.11,.35.100, 35.200
35.300

For training and experience for users listed 1-7, refer !
Ito NRC. license #34-05382-01.

For Claudia Rozuk, M.D. refer to NRC license !

#34-01334-02. ;

I
See attached for Christine H. Eckhauser, M.D. j

!

f Item #7
Prepared: 8/17/87t
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g CIIir. ' row 313M SUPPLEMf NT A- U.S. NUCLL AH Rt'C.ULATORY CuWel'.3tOlJp

s 19,: a .

TRAIN!' G AND T X5ERIENCEpj . N
A AUTelORIZED USER OR RADIATION SAFETY OFFICER

'_:; r

1. NAMi, Of A:JTIiOAIZED USER On HADIATf DN SAFETY OFFICER 2. ST/.TE 09 TEnnlTorty tu
f '

WHICH LICENOT O TO '.

PnAcricE MeuiciNEChrIStiOC II. . ECldlauser, M.D.;.

- 3 CE r'TirlCATION
'$ SPliCIALTY BOARD CATEGORY MONTH A'dD YL AR Cf R flFICD
i A B C

,

|

i

!

. $.

li
(; 4. TRAINING RECEIVED IN BASIC RADIOISOTOPE 11ANDLING TECHNICUES

, I
t TYPE AND LENC. Tit OF TRAININO

~

'

I '.E CT U R E / . SUPF AVsSLD

f FIELD OF TRAINING LOCATION AND D ATE (SI OF TRAINING LABORATORY LADOft ATOR Y
'

r A B CO 1 AGE S E XPEn'tNCE
| th en Isl (Hers)
( r. o

|- Universit y llospitals of
C1CVelanda. M AOl/sTION PHYSICG AND g'

i ' 4NSTR UME NTATION j ClOVeland, Ohio 44106 90 20
t i

-g .
-

r
'

s R ADIATION PROTECTION " 30 10
k

[-.

c, MATHEM ATICS PERTAINING TO
THE UGE AND ME ASUREMENT " 90 15*
Or it AD60 ACTIVITY

- d. R ADI ATION BIOLOGY 50 10"

e. RADIOPH ARMACEUTICAL n 40 5CliEMISTRY

5. EXPERIENCE WITH R ADI ATION. (Actualuse of Radioisotopes or Equialent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS OAINED DURATION OF EXPERIENCE TYPE OF USE

t-131 200 mci University Hospitals 3 months Clin.Dx. & R> . i

of Cleveland i

re-99m 1000 mci Clin.Dx.- |" "

'" " "P-32 30 mci
Others 10 mci " " "

1

NRC FORM 313M Supplement A |
':

~ (941) Page5

|
|

|

_ _ _ _ _ . _ _ _ _ . _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ . . _._ J
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w Nf'C rORM 313M SUf'Pt FMr.f3T B U. S. NUCLC AR HECULATORY COFS AIS510N
* .

4 J. l>-c d
.' s ,

y[ [ T PRECEPTOR STATEMENT''

,

t -;
,

i d t
N Mpervce, out.nin a .teperate itstement fran each. physician'sprecepo.. If more than one preceptar s ncces1 sty to cwenenSurpiement 8 aust tx' ccynpleted1y the apptcant,

'

KE Y TO COLi>MN C
h

' 1. ,VPLICAN1 M1(04CI AN'S!UJAE AND Abt)ftLss
PERSONALPAllTIClf ATION GH3ULO CON l$T L.r:

I- 'I." getwayg
,

'Y # 14upefvised enemination of patients to determine the suite %ity f or |' #

'

I ,t
.C d' Christine H. Eckhauser, M.D. reasointe sagno.is en.d/or tromwnt end reneneauem f o, lt ,

|
'

pfeserthed destge.
=p

t{. ST RE E T AD t.,RE SS 2(,olletsoretion in dose calltration eind Setus' adrainist totion cf <kt.e
to the petient Ir.cludng calculation of the redlanon dose.re:atnl* '

56 Lyman Circle meo ements end piutting of d.1,.a,.s 2
c 3.AdeOutto peflod of training to enable phoician te manage radioactive

' CITY | ST ATE , | ZIP CODE pettents and fellow petients through diagnosis ar>d/or tearse af
" " '-Shaker Heights, Ohio 44122

-

**' * 7. CLINICAL TRAINING AND EXPERIENCE OF ASOVE NAMED PHYSICIAN
: . .

4
O wunneEn or

cA&Es INVOLVING COMME NTS-

a PEE 3DNAL (A*'a"s/ /eto,metica or commen ts may
-pu ;f50 TOPE CONDITlWNS DI AGNOCED OR TRE ATED

' PARTICIPA DO$d to a,6mercedia d<rticate on superse swam.)
; r;

. A B C D
=

. - Di AGNO*ls Or THYROID FUNCTION 80'
OE''E RM6N ATICN OF B4.000 AND
TILOOD PLASM A VOLUME1

9i

C1 111 LIVE R F UNCTION STUDIES
~

y4

'
l.125 FAT ABSORPTION STUOBES

.
KIDNEY FUNCTION STUDIES gg

.

I IN VITRO STUDIES ,

[ OTHER

t.125 DETECTION OF THROMBOSIS
'

4131 THYROID IMAGING gj .

P 32 EYE TUMOR LOCALIZATION

*

SeOS PANCRE AS IM AGING

. Yt>169 CISTE RNOGR APHY

BLOOD FLOW STUDIES AND 3
-

** PULMON ARY FUNCTION STUDIESp
47hard4R' Kidney Circulationgg

i

i. BRAIN IM AGING 84

C * RDI AC IM AGIN G 77
.~.

- ,
+~

,'A ,

'

THYROlO 4M AGING'-

SALIVARY GLAND IMAGING
,

,

5

i.
TWm BLOOD POOL IMAGING 11

.> -

''- PLACENTA LOCALIZ ATION .

t

'[' UVER AND SPLEEN 1MAGING 270

i LUNG IMAGING 51
. p.

DONE tM AGING 380

1$
. OTHER

; NMC PORM 313M SUPPLEMENT B Page 6i.eil
4,

,

. . ..

_ - _ _ _ _ _ _ _ _ _ _ _
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- jr . .n' PHECCPTOR STATEMENT (Continued)
_ . _ . - -

.J .I s. .
'

"
2. CLINICAL TRAINING AND EXPERIENCE OF ADOVE NAMED PHYSICIAN (Continued)-

!!. NUM3ER OF' 4

; ,' C'A5(5 INVOLVING COMMENTS
.

' MYOPE t ONDIT40NS DI A'GNOSED OR TREATED PC RSON AL (Addrt/caratinformatiers orcor ~wneriney te
' k-
i PARTICIPATION submitedin drolican on sep were shoess:

A B C' 'D jf
P 22 TRE ATMENT OF POLYCYTHEMIA VERA. |

I
,

(3 M h/ LEUKE'ailA, AND BONE METASTASES

#' MAMA RY TRE ANENT(Col ad*Il
.

TREATMENT OF THYROID CARCINOMA

0TREATMENT OF HYPERTHYROt.DISM 5 o -

k p1[@i,
jAu.198 INTRACAVITARY TREATMENT Q

C&GO INTE RSTITI AL TRE ATMENT

; Ca.137 INTRACAVITARY TREATMENT ( v1 . . S U \-
,

g gy , *
5 INTE M 57t TI At. TRE ATME N T

. 11 a'#
f r- 192 dlV u#,c

p** s#'"#' TE LETHE RAPY TRE ATf 4ENT |
Co-137 !

Ss 90 TRE ATMENT O F EYE DISE ASE

RADIOPHARMACEUTICAL PREPARATION

$$ GE NE R ATOR 5

(,' CENERATOR )
*

Tc 99m REAGENT KITS 5 -

Other
Ca67 Gallium 22
Tl201 Thallium Cardiac 8
CoS7 Schillings 12

1 DATES AND TOTAL NUMBER OF HOURS RECElVED IN CLINICAL RADIOISOTOPE TRAINING

January 1981, February 1979 and March 1979

Total hours = 624

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE t' PRECEPTOR'S SIGNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
& NAME OF SUPE RVISOM

Abbas M. Rejali, M.D. 4M MJ~

16 NAME OF INSTITUTION 7. PRECEPTOR'S NAME Phase typpforprint)

University Hospitals of Cleveland
| uniuNo aooREss Abbas M. Rejali, M.D.
|. 2074 Abington Road .
'

& CITY 8.DATE

Cleveland, Ohio 44106 May 8,1987
5. M.ATERI ALS LICENSE NUMBE AlS)

34-05469-01
NRC FORM 313M SUPPLEMENT B| 3

(9411
,

seo see eis
Page 7..
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Training for individuals working in or frequenting Restricted areas.

bh! will establish and implement the model training program that
was published in Appendix A to Regulatory guide 10.8, Revision 2.

Ancillary personnel, e.g nursing, clerical, housekeeping,=
security,-maintenance whose duties may require them to work in
the vicinity of radioactive material will be.given the
opportunity to be informed about radioactive hazards and
appropriate precautions.

,

Personnel will be instructed:
,

s

1. Before assuming duties with, or in the vicinity of,
,

. radioactive material.

2. During annual refresher training.

3. Whenever there is a significant change in duties,
regulations, or in the terms o'' the license.

,

iv7

:Q

\

i
- i

[' item #8.,

Prepared:8/17/87

1

|

I
1

. _ - _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ _ - _ _ - -



_. -- _

,?' ,

v. .

* .

F

Facilities and Equipment

9.2 Survey meters will be calibrated by' Universal Consultants,
Inc., NRC license #34-20327-01.

9.3 We will-establish and implement the model procedure'for
calibrating our dose calibrator that was published in the Appendix
C to regulatory guide 10.8, Revision 2.

9.4' Thr will establish and implement the model personnel external
exposure monitoring program published in the Appendix D to regulatory
guide'10.8, revision 2.

'

.

.

1

.

Item #9
Prepared: 8/17/87
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10.1 We will establish and implement the model procedure for
establishing and operating a Radiation Safety Committee that was
published in Appendix F to regulatory guide 10.8, Revision 2.

10.2 We will establish and implement'the model ALARA program
that was published in Appendix G to regulatory guide 10.8,
Revision 2.

10.3 Leak test will be performed by U.C.I., license #34-20327-01.

10.4 We will establish and implement the model safety rules that
i

was published in Appendix I guide 10.8, Revision 2. I

10.5 We will establish and implement the model spill procedures
i

published in Appendix J guide 10.8, Revision 2. '

*10.6 We will establish and implement the model guidelines for
ordering and receiving radioactive material that was published in
Appendix K guide 10.8, Revision 2.

,

.

10.7 We will establish and implement the model procedures for
opening packages that was published in Appendix L guide 10.8,
Revision 2.

10.8 We will establish and implement the model procedure for
unit dosage record system that was published in Appendix M.1 guide
10.8, Revision 2.

.

10.9 We will establish and implement the procedure for multidose '

vial record that was published in Appendix M.2 guide 10.8,
Revision 2.

10.10 We will establish and implement the model procedure for
measuring and recording molybdenum concentrations that was
published in Appendix M.3 guide 10.8, Revision 2.

.

,

,

Item #10
Prepared:7/18/87

_- __. . _ _ _ _ _ _ _ __ _ ___ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _



. - _ - - - - __ ; -

-

i' i; .. >

.

.

** i
'

j. . .

..

-
.

L. .10.11' N/A

.10.12 We will' establish and implement the model procedure for
area surveys that was published in Appendix N guide 10.8,
Revision 2.

'10.'13 N/A

10.14 We will' establish and implement the model. procedure for-

radiation safety during radiopharmaceutical therapv that was
published in_ Appendix P guide 10.8, Revision 2.z

a

10.15 N/A

.

1
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^ Item #10
Prepared: 7/18/87 {
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11.1 We will establish and implement the general guidance and
model procedure for waste disposal that were published in
Appendix R guide 10.8, Revision 2.
The used radiopharmaceuticals may be returned to Central
radiopharmacy.

For items 5 through 11 refer to attached sheets,

i

*
i
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Item #11
Prepared: 7/18/87
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DEC 291986 ;

'

Marymount Hospital
ATTN: Thomas J. Trudell

President and Chief Executive
Officer

12300 McCrdcken Boulevard,
Garfield Heights, OH 44125

,

Centlemer.:

Enclosed is Amendment _No. 33 to your NRC License No. 34-05382-01 in
accordance with your request.

Please note the Subitems 6.C., 7.C., 8.C., and 9.C., pertaining to xenon-133
use'at your. facility have been deleted as requested.

Please review the enclosed document carefully and be sure that you understand
all conditions. You must conduct'your program involving radioactive naterials
in accordance with the conditions of your NRC license, representations nade in
your license application, and NRC regulations. In particular, note that you
must:

1

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
'" Standards for Protection Against P3diation," and other applicable
regulations.

2. Possess radioactive material only in the quantity and fccm indicated in
your. license.

3. Use radioactive materici rnly for the purpose (s) indicated in your
license.

4. Notify NRC in writing of any change in mailing address.

.5. Request and obtain appropriate amendment if you plan to change ownership
of your organization, change locations of radioactive riiaterial, or make
any other changes in your facility or program which are contrary to your
license conditions er representations made in your license application and
any supplemental correspondence with NMC. Any amendment request should be
accompanied by the appropriate fee specified in 10 CFR Part 170.

N N 861229 '

(i
*

REG 3 LIC30
34-05382-01 PDR 4
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Marymount Hospital 2

6. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date on your license. You
will receive a reminder notice approximately 90 days before the expiration
date. Possession of radioactive material after your license expires is a
violation.of NRC regulations.

7. Request termination of your license if you plan to permanently discontinue
activities involving radioactive material prior to your expiration date.

You will be periodically inspected by NRC. Failure to conduct your program in
accordance with NRC regulations, license conditions and representations in your
license application will result in enforcement action against you in accordance
with the General Policy and Procedures for NRC Enforcement Actions,10 CFR
Part 2, Appendix C.

If you have'any questions or require clarification of any of the above stated
information, contact us at (312) 790-5625.

Sincerely,

Original Signed By
Cassandra F. Frazier
Materials Licensing Section

Enclosure: Amendment No. 33

i

RIII

Frazier/pd
|- 12/ /86
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NRC FORM 313M U.S. NUCLE AR REGULATORY COMMISSION Approved by OMB j

19 8u . '' "APPLICATION FOR M ATERIALS LICENSE - MEDICAL
10 CFR 35

1NSTR UCTlONS - Compete items 1 through 26if this a m initialapplication or an application for renewalof a license. Use supplementalsheets
*

ewhere necessary. Irem 26 must be completed on allapplications and signed Retain one copy. Submit originaland one copy of entire
application to | Director, Office of Nuclear Materials Safety and Safeguards. U.S. Nuclear Regulatory Commassion, Washington. D C.
20555. Upon approvalof this application, the applicant evillreceive a Materials License. An NRC Materials License is issuedin accord-
ance swth the generalrequirements ccesteined in Title 10. Code of federal Regulations. Port 30. and the Licenser f. subject to Title 10
Code of federal Regulations. Peru 19. 20 and 35 and she lianne fee provision of Title 10. Code of federal Reeviario s art 110. Th

.

iicense fee category should be statedin item 26 and the appropriate fee enclosed. Q g G
1.c. NAME AND MAILING ADDRESS OF APPLICANT (institution, 1.tA STREET ADDRESS (ES)I' HICH R DjQACilVE MATEi; TAT-----q

firm, clin /c, physician,etc./ INCLUDE ZIP CODE
WILL BE USED (/f dif'efif W&htfar/ INCLUiiE71P CODE - . ..

Marymount Hospital
{ ^Cher t| Q ~

. _,

12300 McCracken. Blvd. *c!mt. - ~
-

Garfield Hts., OH 44125 Sam Fee cq,f'[ [ C_.___ ._ ,
,

[c
n

.

,',TELEPHONE NO ; AREA CODE (216 5 81 0500 Dt
3

,

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THl.S IS AN APPLICA ORDCMDr i/ h "

W. Christopher Wagner, Consultant = 0 NEW LICENSE --

' " -
-

~

td AMENDMENT TO LICENSTar34451 2w01 .''NMA Medical Physics Services 3
c. O RENEWAL OF LICENSE NO.

TE LEPHONE NO. ARE A CODE t21616 41 5799

4. INDIVIDUAL USERS (Name /ndividuals who wi// use or direct /y 5. RADIATION SAFETY OFFICER (RSO)(Name ofperson desirated
- supervise use of radioactive material. Complete Supplements A and B as radiation safety officer. If other than individualuser, complete resu-

for each individual.) me of training and experience as in Supplement A.)

Refer to attached Item #8 Frank Seidelman,D.O. with NMA Medical
Physics Services as consultants

6.a. RADIOACTIVE MUERIAL FOR MEDICAL USE
MAXIMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADDITION AL ITE MS: DESIRED LIMITSRADIOACTIVE MATERIAL DESIRED LIMITS
LISTED IN: "X" (In millicuries)_

_

"X" (In millicuries)

IODINE-131 ASJODIDE FOR TRE ATMENT
10 CFR 31.11 FOR IN VITRO STUDIES

- OF HYPERTHY$QlDISM .
m
~

3
10 CFR 35.100, SCHEDULE A, GROUP l AS NEE DED PHOSPHORUS.321AS SOLUBLE PHOSPH ATE

FOR TREATMENT OF POLYCYTHEMIA-

VER A,LEUKEM| A AND BONE METASTASES'

10 CFR 35.100, SCHEDULE A GROUP 11 AS NEEDED
PHOSPHORUS 32iAS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-

10 CF R 35.100, SCHE DU LE A, GR OUP lli ME NT OF M ALIGN ANT E FF USIONS.

GOLD.190 AS COLLOID FOR INTRA-
CAVITARY TREATMENT OF MALIGNANT

10 CFR 35.100, SCHEDULE A, GROUP IV AS NEE DE D E F FUSIONS.
~

IODINE.131 AS lODIDE FOR THE ATMENT
10 CFR 2.100, SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINOMA

XENON 133 AS GAS OR GASIN SALINE FOR
10 CFR 3.100, SCHEDULE A, GROUP VI BLOOD FLOW STUOlES AND PULMONARY

FUNCTION STUDIES

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.s. (Seatedsourcesup tosmCiusedfor
calibration and reference standards are authorized under Section 35.14(d),10 CFR Port 3S , and NEED NOT BE LISTEDJ

CHEMICAL MAXIMUM NUMBE R
ELEMENT AND MASS NUMBER PHY g lyORM OFE M

The purpose of this ap plication is to amend for the following items:
1. To include Guy Syve rston,D.O. as an authori sed user.

j.., ,,, C E f y2. Note camera equipme nt change. C
,

3. Department relocati on (No te : Xenon-133 will not be utilized in the)
new department...Pl ease delete institutions.Lauthoriza(tontg

D N 861229REG 3 LIC30
fv)

ilEGJnu ,,.f
'

34-05382-01 WMpyg|

NAC F ORM 313M - .

MtTMIOl ND. b O /g019-8 1) ~

--__
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s INFORMATION REQUIRED FOR ITEM i 7 THROUGH 23 -
'

F:r items 7 through 23, check the appropriate box (es) and submit a detailed description of all the requested information. Beginm
C

each item on a separate sheet. ' identify the item number and the date of the application in the lower right corner of each page. If :j
y:u indicate that an appendix to the medical licensing guide will be followed, do not' submit the pages, but specify the revision '

?

number and date of the r'eferenced guide: Regulatory Guide 10.8 ' , Rev. Date:
,. ,-.

..

15. GENERAL RULES FOR THE SAFE USE OF7.~ MEDICAL ISOTOPES COMMITTEE'. RADIOACTIVE MATERIAL (Check One)

[ h5mes 'and Specialties 4ttacEed; and Appendix G Rules Followed;or
0

i Duties as in Appendix B;or.
...

Equivalent Rules Attached
'- *

l (Check One)
''

-i .
,s -

. .
~

Equivalent Duties Attached ? 16. EMERGENCY PROCEDURES (Check One) ~

82 TRAINING ANb hXPERikNCE # Appendix H Procedures Followed;or

Supplements A & B Attached for Each Individual User;
Equivalent Procedures Attached -and

hhm Mhsh" I 17. AREA SURVEY PROCEDURES (Check One)H x

9. INSTRUMENTATION (Check One) Appendix l Procedures Followed;or .- u

X| Appendix C Form Attached;or Equivalent Procedures Attached .

List by Name and Model Number 18. WASTE DISPOSAL (Check One)

10. CALIBRATION OF INSTRUMENTS Appendix J Form Attached;or

Appendix D Procedures Followed for Survey
Instruments; or Equivalent information Attached

1

(Check One)
Equivalent Procedures Attached;and 19. THERMEUTIC USE N RAD &HARMACEERS

(Check One),

Appendix D Procedures Followed for Dose - .
.

Calibrator;or
.

Appendix K Procedures Followed;or'

(Check One)
Equivalent Procedures Attached Equivalent Procedures Attached

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

X Description and Diagram Attached Detailed Information Attached;and

12. PERSONNEL TRAINING PROGRAM Appendix L c'rocedures Followed;or
(Check One)

Description of Training Attached Equivalent Procedures Attached

PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE OF
' RADIOACTIVE MATERI AL 21* R ADIOACTIVE GASES (e.g., Xenon - 133),

Detailed Information Attached Detailed Information Attached

PROCEDURES FOR SAFELY OPENING PACKAGES
22. RADIOACTIVE MATERIAL IN ANIMALS.14. CONTAINING RADIOACTIVE MATERIALS

. (Check One) Detailed Information Attached

Appendix F Procedures Followed;or
23 RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6.b

Equivalent Procedures Attached Detailed Information Attached

NRC FORM 313M
aean- Page 2..

'
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'p1 24. PERSONNEL MONITORING DEVICES
- ' : TYPE R . EXCH ANGE FREOUENCY'

< (Check apprppnate boxyl
,

:

F ILM :
, ;,

Y s. WHOLE .- .
TLDBODY, :4

:f' ;Y
yn | OTHE R (Specofy) ,,

. FILM -

T L o' ,b. FINGER ,
3

~ OTHE R (Specify}

' FILM

c. WRIST , TLo,

OTHE R (Specify)

d. OTHER (Specify) .

g, s

st

] 4

.

> ,

25. FOR PRIVATE PRACTICE APPLICANTS ONLY
a.- HOSPITAL AGREEING TO ACCEPT P ATIENTS CONT AINING R ADIOACTIVE M ATE RI AL

tt ATTACH A COPY OF THE AGREEMENT LETTERN AME OF HOSf>tTAL
SIGNED BY THE HOSPITAL ADMINISTRATOR.

c. WHEN REQUESTING THERAPY PROCEDURES,
ATTACH A COPY OF R ADIATION SAFETY PRECAU.

C87V ST ATE | ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE
I RADIATION DETECTION INSTRUMENTS.

26. CERTIFICATE
(This item mus t be completed by applican t)

The applicant and any official executing this certificate on behalf of the applecant named in item 1a certify that this application is prepared in:

conformity with Title 10. Code of Federal Regulations, Parts 30 and 35, and that allinformation wntained herein, including any supplements
attached hereto,is true and correct to the best of our knowledge and belief,

b. APPLICANT OR CERTIFYING F F ICI AL ($senature/

M
a. LICENSE FEE REQUIRED x

(See Section 170 31.10 CFR 170) (1) N AME (Type ofWt)
X Thomas J. Trudell

(2) TITLE
'It) LICENSE FEE CATEGORY flMR NO. O2680 xPresident & Chief Exec. Officer

c. DATE
% ""

(21 UCENSE FEE ENCLOSED: $
*

>__
>
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PRIVACY ACT STATEMENT- -
,

4

'

~ Pursuant to 5 U.S.C. 552 ate)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93 579), the f ollowing
L statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Forrn 313M,
This information is maintained in a . system of records designated as NRC 3 and described at 40 Federal Register 45334'
(October 1,1975).-

1. AUTHORITY, Sections' 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).
!

l . L

2. PRINCIPAL PURPOSE (S) The information is evaluated by the NRC staff pursuant to the criteria set forth' in 10 CFR
Parts 30 36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,

;and the Commission's regulations, for the issuance of a radioactive material license or amendment thereof,

3.? ROUTINE USES The information may be used: (a) to provide records to State health departments for their information ---
i -- and use; and (b) to provide information to Federal, State, and local health officials and other persons in the event of inci-

. dent or exposure, for their informatin't, investigation, and protection of the public health and safety. The information
may also be disclosed to appropria' Federal, State, and local agencies in the' event that the information indicates a
violation or potential violation of law and in the course of an adtranistrative or judicial proceeding, in addition, this in-
formation may be transferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for

''a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
~

you. A copy of the license issued will routinely be placed in the NRC's Public Document Room,1717 H Street, N.W.,.
Washington, D.C. - *

4; WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested information is not furnished,
however, the application for radioactive material license, or amendment thereof, will not be processed.

5. SYSTEM MANAGER (S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate-
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, W6shington, D.C. 20555,

i

\
'
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NRC FORM 313M - /
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.c. c M&ME QE AUTHORIEED USEE AUTHORIZATIONt
,

g.> . 9.
,

. ,

,4 Amend to add: a
~

' T Guy ! R. , Syverston,; D. O. - Groups I, II, III
g .

Iodine-131 for treatment'
,

of hyperthyroidism and.' '

,

cardiac dysfunction.

.

'
'

For-physician training'and. experience,-please' refer to NRC
: license-#34-17835-01. :,.

i

l-
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,

!
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Item 48
1 of 1 page.

Prepared: 10/1/86 j
'

Lic. i 34-05382-01

1084
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APPENDIX C

INSTRUMENTATION

n

1. Survey. meters - (Amend to add)

a. Manufacturer's-name: Bicron-
t

Manufacturer's model number: Surveyor 50
'

,

Number''of instr'uments available:

Minimum range: 0 mR/hr to 0.5 mR/hr

Maximum range: 0 mR/hr to 50 -mR/hr

b. Manufacturer's name:-

Manufacturer's.model number:

Number of instruments available:

. Minimum range:- mR/hr to mR/hr

Maximum range: mR/hr to .mR/hr

2. Dose-Calibrator (s).

Manufacturer's name:

Manufacturer's model number:

Number-of' instruments available:

3. Instruments.used.for diagnostic procedures

Type of Instrument Manufacturer's Name Model No.'

Amend to add:
Scintillation camera Picker 5X300

Amend to delete:
Scintillation camera Siemens 37GP

Scintillation camera Siemens LF0V

4. Other (e.g.,. liquid scintillation counter, area monitor, |

Ivelometer)
i

Item 49
1 of 1 page ]Prepared: 10/1/86 i

Lic. #34-05382-01
i

1084
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FhCILITIES AND EQUIPMENT DESCRIPTION

All radioactive sources are stored in such a manner (lead,
concrete,-refrigerator) so as to not exceed 2mR/hr at the surface

'

of the barrier.

Mo-99/Tc-99m generator when used will be stored and eluted in the
designated area. It will be shielded with lead bricks such that ;

levels from all avenues of approach do not exceed 2.0mR/hr. i

Spent generators will be stored in the location identified in the
attached diagram.

During elution, the eluate will be collected, assayed, and stored
in a vial held in a quarter inch lead pig except during brief
periods of transfer. Transfer of the eluate or portions of the

eluate will be made by the use of syringes retained in lead
shields designed for-this purpose.

'

Eluates and compounds made from eluates will be drawn,

synthesized, assayed and stored in lead vials or syringes such
that levels as measured at contact with a low level survey meter
do not. exceed 2.0mR/hr except for brief periods during the actual
transfer.

Radioactive materials obtained from radiopharmacy suppliers will
be. stored in their original shipping containers. If necessary,

the doses will be placed behind additional shielding to reduce
activity levels emitted from the container to 2mR/hr or less.,

Syringe shields will be used on all accessories requiring the
transfer of radiopharmaceuticals from vial to vial and in drawing
up patient doses. Syringe shields will also be used in the

administration of doses to patients except when the patient's
well-being may be compromised. Under these circumstances, the

dose containing syringes will be kept shielded up to the moment
of injection.

Steps in the preparation of compounds requiring periods of

heating, shaking, agitation or mixing will be performed utilizing
lead shielding and/or mechanical or ultrasonic agitation

equipment and/or remote handling devices (tongs, forceps, etc.)

such that levels during the above period as measured by a low
level survey meter do not exceed 2.0mR/hr.

Protective outer garments, such as laboratory coats and rubber
gloves will be worn while handling radioactivity in uncontained
form.

Item #11
1 of 4 pages
Prepared: 10/1/86
Lic. # 34-05382-01

1084
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:A112possible. set-ups will be'made on easily: cleanable trays. AllV

trayszand:all other. work surfaces will be covered with disposable
absorbent' paper.

C decontamination. kit ~will be maintained in the department. It-

.will. include"the.following items:

|- DECONTAMINATION KIT
4

ITEM PURPOSE

1. Warning tape, chalk &' signs posting of area
2. Plastic bags, small shoe covers, wet containers

~3. Disposable gloves. hand protection
.

4

4. Masking tape fasten. shoe covers, etc.

15 . . Forceps, tongs < safe handling
'6. Large plastic bags. for contaminated material
7. _ Sponges, 4 x14 sopping up
8. Paper' towels' blotting E. drying

9. Radiac wash or detergent . detergent

10. Scouring powder friction
11. Tags identification
12.- Scissors cut absorbent paper, etc.-
13. . Whatman #1 filter paper taking swipes following.

decontamination
14. Chux cover area following

decontamination-
15. G-M survey meter monitoring

.

Itera #11
2 of 4 pages
Prepared: 10/1/86
Lic. # 34-05382-01

3084
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FACILITIES AND EOUIPMENT<'' DIAGRAM

/ Air Supply [ Sink

l"~~! Lead Castle
Air Exhaust Lead Shielding

Adjacent Areas
Scanner

1 Uptake /Well
2 Camera / Console A Hallway 5
3 Lockable Door T office 12 " L x 16 "W x12 "H x 2 "T

~

4 Receipt Area 5 Standard L Shield
Generator (Radiopharmacy Utilized) "L x "W x " H x 1/2 "T

5- Kit Preparation
_

!

5 Isotope Storage
5 Dose Preparation _- ~ Lx "W x "H x T" "

,

5 Waste Storage
-

6 Dose Calibrator
~

7 Computer
_

"L x "W x "H x "T IRefrigerator

12.5' 10.5'

ic
r .-

| 4

4'

N \ / | |
1 7

@
' , ~ ~ ~ '

2 )V
s

5 '
V B 16.5'| 8

12.5, ig ,
, _ _ _ . '

4/

2

e- -~

\
3 3 3

. .-
-

-w
\

i
'

- A

Item 11
3 of 4 pages
Prepared 10-1-86
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| |1-ote' that this'is a new department;for nuclear medicine. A close-

~ will be performed on the old departr..ent consistency of
out;. survey
exposure rate 1.icasurements at all places:where radioactive raaterials
were used.or stored. The average radiatio'n levels associated with-

surf ace -:contalaination = or rencvable contaraination will not ' exceed
background.. The survey'will consist of the following:
a.!A cdiagram of;the'old facility.vith survey and uipe test. results

. keyed to specific' locations.-
:. e _

b. Thennarae of the person perforraing the survey.

c. Date:the. survey was-perforn.ed.
.

d.LThe -instrument (s) used 'for exposure rate raeas uren.ents and

analysis.of' wipes.

e.;Instruinent calibration date.

f. Background -inforraat' ion.

The' results of' the closc-out survey will be reviewed by our

consultants (!!UA liedical Physics Services) an6 retaineo in the

' departraent- for future reference.
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